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DETAILED ACTION 
Summary 

Receipt of Applicants Remarks and Amended Claims filed on April 3, 2007 is 
acknowledged. 

Receipt of the Information disclosure Statement filed on April 3, 2007 is 
acknowledged. 

Applicants arguments concerning the withdrawal of Claims 1-23 and 26-28 are 
persuasive and are therefore rejoined with the elected Group II comprising Claim 25, 
therefore, claims 1-23, and 25-26 are under prosecution in this application, to the extent 
they relate to elected Group II. Claims 24 and 27-44 remain withdrawn from 
consideration. 

Claim Rejections - 35 USC § 103 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claims 1-4, 7-19, 20, 22-23, and 25-26 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Pagedas (US Patent 6,221 ,384) in view of Benecke et al. (US 
Patent 5,008,110). 

Pagedas teaches "a transdermal segmented dosage unit for administering a 
dosage of a pharmaceutical to the skin of a patient. The dosage unit includes a backing 
layer which is non-permeable with respect to a pharmaceutical to be administered by 
the dosage unit, a membranous layer that is permeable to the pharmaceutical, a 



Application/Control Number: 10/690,384 Page 3 

Art Unit: 1615 

biologically acceptable adhesive, an impermeable coating means for dividing and 
severing the dosage unit into pre-selected segmental areas corresponding to fractional 
dosages of pharmaceutical. The fractional dosages may be administered in any pre- 
selected combination" (abstract). 

Pagedas's transdermal dosage unit, discloses, "a series of perforations or 
alternately, scoring lines, with purpose to divide the dosage unit into a series of dose 
specific segments. Thus the dosage unit patch may be used in its entirety for the full 
dosage, or in the alternative, may be separated along perforate or scored lines to 
reduce the dosage received by a predetermined amount" (column 1 , lines 50-55) It is 
the examiners position that the skilled artisan would also be able to manufacture the 
patches in whatever size, shape, and amount of units desired. It would also be within 
the knowledge of the skilled artisan to package the patches in any way deemed 
appropriate including reseal able packages. 

Applicant's attention is directed to Pagedas's drawings for a clear representation 
of the dosage units. It the examiners position that a skilled artisan would have the 
knowledge to apply the patch to any area of interested on the patients skin. 

Pagedas does not teach the pharmaceutical agent to be buprenorphine or the 
use of a softening agent selected from dodecanol, undecanol, octoanol, esters of 
carboxylic acids or combinations thereof. 

Benecke teaches a transdermal device for the topical administration of 
buprenorphine, in which the device comprises a drug reservoir that contains the drug 
formulation (abstract). Benecke further discloses the drug delivery device may comprise 
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a skin permeation enhancer such as propylene glycol, methyl laurate, or methyl 
caprylate (column 4, lines 60-64). Benecke further discloses the use of dodecanol and 
natural or synthetic rubbers such as silicone rubber, styrene-butadiene, butyl, neoprene, 
polybutadiene, polyisoprene, and polyurethane elastomers; vinyl polymers, such as 
polyvinylalcohol, polyvinyl ethers, polyvinyl pyrrolidone, and polyvinylacetate; cellulose 
derivatives such as ethyl cellulose, methyl cellulose, nitrocellulose, and carboxymethyl 
cellulose; and natural gums such as guar, acacia, karaya, pectins, starch, dextrin, 
albumin, gelatin, casein, etc (column 6, lines 1-24). 

It vi^ould have been obvious to a person of ordinary skill in the art at the time the 
invention v>/as made to have combined the transdermal segmented dosage units taught 
by Pagedas vt^ith the agent taught by Benecke In order to provide a method of delivering 
buprenorphine to a patient and "if the patient is unable to tolerate the full dosage, may 
use any fractional dosage obtainable by separating out the appropriate fractional dose 
from the total dosage patch. The fractional doses unused after separation may be used 
at a later time, thus reducing waste" (Pagedas, column 1, lines 61-65). 

Applicant vi/ould have a reasonable expectation of success since both references 
teach the use of transdermal patches for administering a drug to a patient. 

The instant claims differ from the references only in the specific percentage 
selected for the compositions. However, It would have been deemed prima Facie 
obvious to one having ordinary skill in the art at the time of the invention to optimize the 
percentage of the drug, to prepare a composition for topical administration because the 
determination of a specific percentage having the optimum therapeutic effect is well 
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within the level of one having ordinary skill in the art, and the artisan would be motivated 
to determine optimum amounts to get the maximum effect of the active compounds. 
Therefore, the invention as Whole has been prima face obvious to one of ordinary skill 
in the art at the time the invention was made. 

Claims 5 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pagedas (US Patent 6,221 ,384) in view of Benecke et al. (US Patent 5,008,1 10) and 
further in view of Miranda et al. (US Patent 5,091 ,186). 

The combined teachings of Pagedas and Benecke are discussed above and 
applied in the same manner. 

Pagedas and Benecke do not disclose the use of a rate-limiting layer disposed 
on the drug layer or a drug in matrix. 

Miranda discloses a transdermal delivery device for administration of a drug. 
Miranda discloses that it may be necessary or desirable to include an element in the 
device that will control the release rate of the drug or enhancer and such elements are 
known in the art (column 4, lines 55-64). Miranda further discloses suitable materials for 
the drug reservoir layer include polyethylenes, polysiloxanes, polyacrylates, and 
polyurethanes (column 4, lines 33-42). 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to have incorporated a rate limiting releasing agent into the drug 
layer since it is commonly known in the art to be preformed to enhance the 
effectiveness of the delivery device. 
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Claim 6 is rejected under 35 U.S.C. 103(a) as being unpatentable over Pagedas 
(US Patent 6,221,384) in view of Benecke et al. (US Patent 5,008,1 10) and further in 
view of Campbell et al. (US Patent 4,460,372). 

The combined teachings of Pagedas and Benecke are discussed above and 
applied in the same manner. 

Pagedas and Benecke do not disclose the drug being encapsulated in 
microcapsules. 

Campbell discloses a transdermal patch comprising the encapsulation of the 
active drug in microcapsules. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to have incorporated the teachings of Campbell's encapsulation 
with the transdermal patch of Pagedas and Benecke since encapsulating the drug with 
a polymer blend allows for the controlled release of the drug from the device. 

Response to Arguments 

In response to applicant's arguments against the references individually, one 
cannot show nonobviousness by attacking references individually where the rejections 
are based on combinations of references. See In re Keller, 642 F.2d 413, 208 
USPQ 871 (CCPA 1981); In re Merck & Co., 800 F.2d 1091, 231 USPQ 375 (Fed. Cir. 
1986). 
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Conclusion 

No claims are allowable. Due to the new grounds of rejection, this action is 
made Non-Final. Any inquiry concerning this communication or earlier communications 
from the examiner should be directed to Melissa S. Mercier whose telephone number is 
(571) 272-9039. The examiner can normally be reached on 7:30am-4pm Mon through 
Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571 ) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Goffartiudi S. KIshore.PhO 
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